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Delivery of similar or related services, 
with respect to the aggregation of 
claims by two or more physician/sup-
plier appellants to meet the minimum 
amount in controversy needed for an 
ALJ hearing, means like or coordi-
nated services or items provided to the 
same beneficiary by the appellants. 

Prospective provider means any of the 
entities specified in the definition of 
provider under § 498.2 of this chapter 
that seeks to be approved for coverage 
of its services by Medicare. 

Prospective supplier means any of the 
listed entities specified in the defini-
tion of supplier specified in this section 
that seeks to be approved for coverage 
of its services under Medicare. 

Provider means either of the fol-
lowing: 

(1) Any of the following entities that 
have in effect an agreement to partici-
pate in Medicare: 

(i) Hospital. 
(ii) Transplant center. 
(iii) Critical access hospital (CAH). 
(iv) Skilled nursing facility (SNF). 
(v) Comprehensive outpatient reha-

bilitation facility (CORF). 
(vi) Home health agency (HHA). 
(vii) Hospice. 
(viii) Religious nonmedical health 

care institution (RNHCI). 
(2) Any of the following entities that 

have in effect an agreement to partici-
pate in Medicare but only to furnish 
outpatient physical therapy or out-
patient speech pathology services. 

(i) Clinic. 
(ii) Rehabilitation agency. 
(iii) Public health agency. 
Representative means an individual 

meeting the conditions described in 
§§ 405.870 through 405.871. 

Supplier means any of the following 
entities: 

(1) An independent laboratory. 
(2) Supplier of durable medical equip-

ment Prosthetics, orthotics, or sup-
plies (DMEPOS). 

(3) Ambulance service provider. 
(4) Independent diagnostic testing fa-

cility. 
(5) Physician or other practitioner 

such as physician assistant. 
(6) Physical therapist in independent 

practice. 
(7) Clinical laboratories. 

(8) Supplier of portable X-ray serv-
ices. 

(9) Rural health clinic (RHC). 
(10) Federally qualified health center 

(FQHC). 
(11) Ambulatory surgical center 

(ASC). 
(12) An entity approved by CMS to 

furnish outpatient diabetes self-man-
agement training. 

(13) End-stage renal disease (ESRD) 
treatment facility that is approved by 
CMS as meeting the conditions for cov-
erage of its services. 

With reasonable promptness means 
within a period of 60 consecutive days 
after the receipt by the carrier of a re-
quest for payment. 

[59 FR 12182, Mar. 16, 1994, as amended at 62 
FR 25853, May 12, 1997; 73 FR 36459, June 27, 
2008] 

§ 405.803 Initial determination. 

(a) Carriers make initial determina-
tions regarding claims for benefits 
under Medicare Part B. 

(b) An initial determination for pur-
poses of this subpart includes deter-
minations such as the following: 

(1) Whether services furnished are 
covered. 

(2) Whether the deductible has been 
met. 

(3) Whether the receipted bill or 
other evidence of payment is accept-
able. 

(4) Whether the charges for services 
furnished are reasonable. 

(5) If the services furnished to a bene-
ficiary by a physician or a supplier pur-
suant to an assignment under § 424.55 of 
this chapter are not covered because 
they are determined to be not reason-
able and necessary under § 411.15(k) of 
this chapter, whether the beneficiary, 
physician or supplier, or a physician 
who meets the requirements of § 411.408, 
knew or could reasonably have been ex-
pected to know at the time the services 
were furnished that the services were 
not covered. 

(c) The following are not initial de-
terminations for purposes of this sub-
part: 

(1) Any issue or factor for which SSA 
or CMS has sole responsibility, for ex-
ample, whether an independent labora-
tory meets the conditions for coverage 
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of services; whether a Medicare over-
payment claim should be compromised, 
or collection action terminated or sus-
pended. 

(2) Any issue or factor which relates 
to hospital insurance benefits under 
Medicare Part A. 

[62 FR 25853, May 12, 1997] 

§ 405.804 Notice of initial determina-
tion. 

After a carrier has made an initial 
determination on a request for pay-
ment written notice of this determina-
tion shall be mailed to each party to 
the determination at his last known 
address. The notice of the determina-
tion shall inform each party to the de-
termination of his right to have such 
determination reviewed. 

§ 405.805 Parties to the initial deter-
mination. 

The parties to the initial determina-
tion (see § 405.803) may be any party de-
scribed in § 405.802. 

[64 FR 52670, Sept. 30, 1999] 

§ 405.806 Effect of Initial Determina-
tion. 

The initial determination is binding 
upon all parties to the claim for bene-
fits unless the determination is— 

(a) Reviewed in accordance with 
§§ 405.810 through 405.812; or 

(b) Revised as a result of a reopening 
in accordance with § 405.841. 

[62 FR 25853, May 12, 1997] 

§ 405.807 Request for review of initial 
determination. 

(a) General. A party to an initial de-
termination by a carrier, that is dissat-
isfied with the initial determination 
and wants to appeal the matter, may 
request that the carrier review the de-
termination. The request for review by 
the party to an initial determination 
must clearly indicate that he or she is 
dissatisfied with the initial determina-
tion and wants to appeal the matter. 
The request for review does not con-
stitute a waiver of the party’s right to 
a hearing (under § 405.815) after the re-
view. 

(b) Place and method of filing a request. 
A request by a party for a carrier to re-

view the initial determination may be 
made in one of the following ways: 

(1) In writing and filed at an office of 
the carrier, SSA, or CMS. 

(2) By telephone to the telephone 
number designated by the carrier as 
the appropriate number for the receipt 
of requests for review. 

(c) Time of filing request. (1) The car-
rier must provide a period of 6 months 
after the date of the notice of the ini-
tial determination within which the 
party to the initial determination may 
request a review. 

(2) The carrier may, upon request by 
the party, extend the period for re-
questing the review of the initial deter-
mination. 

[64 FR 52670, Sept. 30, 1999] 

§ 405.808 Parties to the review. 
The parties to the review (as pro-

vided for in § 405.807(a)) shall be the per-
sons who were parties to the carrier’s 
initial determination as described in 
§ 405.805, and any other party whose 
rights with respect to the particular 
claim being reviewed may be affected 
by such review. 

[39 FR 12097, Apr. 3, 1974. Redesignated at 42 
FR 52826, Sept. 30, 1977] 

§ 405.809 Opportunity to submit evi-
dence. 

The parties to the review (as pro-
vided for in § 405.807(a)) shall have a 
reasonable opportunity to submit writ-
ten evidence and contentions as to fact 
or law relative to the claim at issue. 

[39 FR 12097, Apr. 3, 1974. Redesignated at 42 
FR 52826, Sept. 30, 1977] 

§ 405.810 Review determination. 
Subject to the provisions of §§ 405.807 

through 405.809, the carrier shall review 
the claim in dispute and, upon the 
basis of the evidence of record, shall 
make a separate determination affirm-
ing or revising in whole or in part the 
findings and determination in question. 

[39 FR 12097, Apr. 3, 1974. Redesignated at 42 
FR 52826, Sept. 30, 1977] 

§ 405.811 Notice of review determina-
tion. 

Written notice of the review deter-
mination is mailed to a party at his or 
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